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^ i^ft, 3 Bf, 2010 

RT/ET.ft. 377( 3T ).—ato mvft krniRcTt, 1945 afk HTtWmk ^ rnftm kmf R7I 

R1MR, fsm mFl -m TOt t, Rtafa 3TTT RRTRR RP# 3lfakm, 1940 (1940 RH23) m\ m 

33^ £ki mx\ RTk*pqY m\ wm mk r^rt 'sm RRikRT irk mu RRt ^kmt' ^ y+ilvid ~*m t ark t^srt 
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3^ Rfm *<=^(<4 WeR, RR#4 tSsRlR klRR!# *RR, flecft-110001 ^t Rk -sn t 1 

rr 3n^rqf rt tc, ^ rr*r kmf rtI mm fast ^rfar ir mm farkrkk^ mfR ^ *rkR stfct ikt, 
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1. (i) tt kmf rr rtr afafa affc rrtrr mft (to km, 201 o t i R ioto k mm Rk k 

3^frT#t l 

2 . afNfq affc rrtrr Rmt km, 1945 k (sr^ rtrtci irr km ^ rr k km 158 -^ ^ 

fmfkfet km R3 ^rkk, ;— 

158 () 3R^, fro ^RRk ^ -mv k 3 ^r w ^trT ir^ fkTrrkr^T i 

i. (^) mu 3(^f) ^ 3kRkr 3 tt^^, fro, akrkRrf :— 

31T^, “to RT “JJfTFft 3lk#RTf kf 3H ; cff<^ 33RRT RTqR MRTIRT^ 31RR1 flR R> k^TR, RRRR, 31RRT kmRT 

^fs^T R0TRT 3TRRT R^STf kf feRR t^Rf cTRT sftefk afk 3R0RR RTOTf STk^km, 1940 m\ Rick 37^Rt R RRT f^k#?: 
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fe 3Tk (fflSf) ^ Fife# 3 yf^ferf RTpJ^ c£ 3 T^m 3RFF ^ fM¥% 

artefact Fnf% t I 

( T3 ) UTTT 3(*0 ^ 3W5T ^ffi^sfTT 3?tW : 

(i) vm A fafrfe 3F^, -te 3TSWT T£TFft 'fafacRT H^fd4f ^PJkT Rfaantfurd 3 

afarffia a ^ ^ 3Fg^, fe fafartu m^M A 

t I ?H3 3Tf^fH F? HT 11% ^ 3TFTO #Tt' R Tj# sfjrcfa FTTfadT FRft t M SFtdX RTF £TCT I^TT FffiTI 
t I STfriflqW 3?fafa 3^ RTFIlft 3Tf*jfW3, 1940 ^ T§fe (^>) A W fafdf^ 3#4fR ^RRFf 
A dRjwHsRT sfm % At Tirta Ttm-i i 

(ii) tffafa tt^' W*R ‘HTCrat 3#ffw? vm 3Tg?£Eft A dfrdfed afa wJdJrHch F^ fo-4K4> TOF* *& %F fR^tT 
, ER^f ^r/crm^/w*©r sttto ^ i 

(iii) 37fafa Tig TTFfT^R TFFIjt STfafpR ^ 3m 4 dlrdH^d 3Tft rT^, ^T 3TR TTCft FfrgFT A %g 

'R^*ldlcH c fr Pl<=IK c h ^ fFR RR^d Md<*>l qid VfTiy^ (|TPT 3T’T3TT )/3T3^T T T-'HRT : T I 

(iv) 3 J*rt i#?t 3rf#mF ^ 3m -3#rg^t A dfrd%d wr ^ xjtrt $p£ 3fhm xr 

(sfmffa trrgq-3^--^/3^) i 

II. ( «*) ^T8TT 3TS2RR 3frr TO^^lR r F ^ 3R£qcf 3mT RT #JiT ^FTTSTT ^ tcFTT 3ftT 

Tgm <& 3#qfinif ^ 3T^TT-^ fMcT ^.^5^ 3T^tfH%rT Hlfd^l ^ ^T«T ( 5 ) 3JTT ( 6 ) 3 %IT 
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II. 73 . 3T8RT 'fdlfe^TUR 3feRj ^ #1 R 3T^?TT RW fefa RvR ^ fer 

RRfeT 3RJ*rcf 3RTRT RT^T RRTfe¥t^ feTT ^11(01 :— 

I 7JT3TT 3RRRR afn RRlddilRdl ^ 

3 >. R. M 

rdPi^H RfOiTl 3T^iH 

R'Hiq^nUdl RR 
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Rfen 

arifei 

’ artfei 

amfej 


in. rrr 3th - Mm**; afteferf ^ 413 R $Fprr uu Mn - srt^ %?j ^i^rr uu un ffer 3 ttruu gft^ rth fefe ^ 
fHHfHferl UTcJcT ^TT% *5F>T 3^§TT UU UTTC \ t :— 

(i) 3m 3T^?J^ uff R ‘^T^TT cifcrTrlr<sfcT 3Tfej UP I R y^Ud ‘T' UR Rfe^ T?t %9IMI yRl I 

(ii) 3ng#5, fe RR ^fTTft 3 bM ^ 3fftR ^ RRWH t§ fen ffelf ^ 3TJRR aR^Jrft fe I ) R URTfefe 
t?tk R RRuif 3 3 fetft rut ^ umfe ^ u3 f^rirr r, -g^n sjsruu feife urn t 

(iii) ur m&tfi ^ ffe rr uRid-fecii arwrn artfe rfF 11 ‘ 

(! v ) rM uRTtra? ( ^rt 3t^t/3^7fj rtTru) rr'r r arpr ru fern ^ tR 3 t^tt rt ^ ffe rtrrr 

ufe RTF! Rjfaf % (iHirlRsId VR£* RR% uft 3T^$TT Rft ^TTrfr ft 

(i) urr arpjRt fe rrtt’ R uri df^ifeci 3rfe urn r urur Rzrn ^ ur un tjr^rr nfu Wii ^ft^t i 

(ii) an^fe fes rr Rfe afau fe ^ Rcufet ig fen Rfefi' ^ s^tr au^^t^( i) 3 RRrfferfe aim um r' 
Rfe r r ffet rt - ^ RRife itn ffefn R, ^ru armn fenfe urr i 
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(v) affer tr 3kf« [ Rferfu rtrr ^ afe ( rjgf rt 3r£) ] ^ w R 3rruT ru few urr tg i 
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MINISTRY OF HEALTH AND FAMILY WELFARE . 

(Department of Ayurveda, Yoga and Naturopathy, Unani, Siddha and Homoeopathy) 

NOTIFICATION 

New Delhi, the 3rd May, 2010 

G.S.R. 377(E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules; 1945, 
which the Central Government proposes to make rules, in exercise of the powers conferred by Section 33-N of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), is hereby published for the information of all persons likely to be affected thereby and 
notice is hereby given that the said draft rules will be taken into consideration after the expiry of a period of forty five days 
from the date on which copies of the Official Gazette in which this notification is published,'are made available to the public; 

Objection or suggestion, if any, may be addressed to the Secretary' (Department of Ayurveda, Yoga and 
Naturopathy, Unani, Siddha and Homoeopathy) (AYUSII), Ministry of Health and Family Welfare, Indian Red Cross 
Society Building, New Delhi-110001; 

Any objection or suggestion, which may be received from any person with respect to the aforesaid draft rules 
within the period specified above, will be taken into consideration by the Central Government. 

DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Fifth Amendment) Rules, 2010. 

They shall come into force on the date of their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), after rule 158-A, the following 
rules shall be inserted, namely;— 

158 (B) Guidelines for issue of license with respect to Ayurveda, Siddha or Unani drugs. 

I. (A). Ayurveda, Siddha, Unani Medicines under Section 3(a):— 

Ayurveda, Siddha or Unani drugs includes all medicines intended for internal or external use for or in the 
diagnosis, treatment, mitigation or prevention of disease or disorder in human beings or animals, and 
manufactured exclusively in accordance with the formulae described in the authoritative books of Ayurvedic, 

. Siddha and Unani Tibb system of medicine, as specified in the First Schedule; 

(B) Patent or Proprietary medicine under Section 3(h): 

■ (i) In relation to Ayurvedic, Siddha and Unani Tibb system of medicine of all formulations containing only such 
ingredients mentioned in the formulae described in the authoritative books of Ayurveda, Siddha or Unani Tibb 
system of medicines specified in the First Schedule, but does not include a medicine which is administered by 
parenteral route and also a formulation included in the authoritative books as specified in clause (a); 

00 Balya/Poshak/Muqawi/Unavuporutkal/positive health Promoter formulations having ingredients mentioned 
in books of First Schedule of the Drugs and Cosmetics Act and recommended for promotional and preventive 
health. 

(iii) Saundarya Prasadak (Husane-afza)/Azhagh-sadhan formulation having ingredients mentioned in Books of 
First Schedule of the Drugs and Cosmetics Act and recommended for oral, skin, hair and body care. 

(iv) Aushadh Ghana (Medicinal plant extracts - dry/wet) extract obtained from plant mentioned in books of First 
Schedule of the Act including Aqueous or hydro-alcohol. 


11(A) 

For issue of licence to the medicine with respect to Ayurv edic, Siddha and Unani, the conditions relating to 
safety study and the experience or evidence of effectiveness shall be such as specified in columns (5) and (6) 
of the Fable given below: 

Serial 

number 

Category 

- Ingrcdient(s) 

Indicalion(s) 

Safety 

study 

•Experience/Evidence of 

Effectiveness 

0) 

(2) 

(3) 

(4) 

(5). 

(6) 

Published Proof of 

Literature Effectiveness 

1. 

(A) Ayurveda, 
Siddhaand 
Unani drugs 
given in 

158-B as 
referred in 

3(a) 

As per text 

J 

As per text 

Not 

■ Required 

Required Not Required 
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(1) 

(2) 

(3) . 

(4) 

' (5) 

(6) 

2. 

(B) Any 
change in 
do sage-form 
of Ayurveda, 
Siddhaand 

Unani drugs 
as described 
in Section 

3(a) of the 

Drugs and 
Cosmetics 

Act. 1940. 

As per text 

As per text 

Not Required Required 

Not Required 

.3 

(C) Ayurveda, 

. Siddha and 

Unani drugs 
referred in 

3 (a)to be 
used for new 

indication. 

As per text 

New 

Not If 

Required Required 

Required 

Ti.b 

For issue oflicense with respect to Patent or Proprietary medicine. The condition relating to safety studies and 
experience or evidence of effectiveness shall be as specified as follows: 

Serial 

number 

Category 

Ingredients) 

Indication(s) , 

Safety Experience/Evidence of 

study Effectiveness 

(1) 

(2) 

(3) 

(4) 

(5) 

(6) 





Published 

Literature 

Proof of 
Effectiveness 

1 . 

Patent or 

Proprietary 

medicine 

As per text 

Textual 

rationale 

Not Of 

Required Ingredients 

* Pilot study as per 
relevant protocol for 
Ayurveda, Siddha 


and Unani drugs. 


2. Ayurveda 

Siddha, 

Unani drug 
with any of the 
ingredients of 
Schedule 
E (l) of the 
Drugs and 
Cosmetics 
Act, 1940. 

(UI) For issue oflicense with respect to Balya and Poshak medicines the person who applied for license is required to 
submit the following: 

(i) Photo-copy of the textual reference of ingredients used in the formulation as mentioned in the book of 
1st Schedule; 

(ii) Conduct safety studies in case the product contains of any of the ingredients as specified in die Schedule E(l), 
as per the guidelines for evaluation of Ayurveda, Siddha and Unani Drugs formulations; 

(iii) For textual indications the safety and effectiveness study is not required. 

(IV) For issue of license with respect to Saundarya Prasadak(Husaneafca/Azhagu Sodhan) the person who applied for 
license is required to: 

(i) Submit photo-copy of the textual reference of ingredients used in the formulation as mentioned in the book 
of 1st schedule; 

(ii) Conduct safety studies, in case the formulation contains of any of the ingredients as specified in the 
Schedule E(l), as per the guidelines for evaluation of Ayurveda, Siddha and Unani formulation; 

(iii) For textual indications the safety and effectiveness study is not required. 

i&vj azjto'2- 


As per text Existing Required Required Required 
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(V)’For issue of license with respect to medicine Aushadh Ghana |extract of medicinal plant (dry or wet). 


Sl.'No. Category 

Ingredient(s) 

Indication(s) 

Safety 

study 

Experience/Evidence of 
Effectiveness 

0) (2) ' 

(3) 

(4) 

(5) 

(6) 






Published 

Literature 

Proof of 
Effectiveness 

1. (A) Aqueous 

As per 

Text 

As per -- 
Text 

Not 

Required 

-Not 

Required 

Not 

Required 

2. (AI) Aqueous 

As per 

Text 

New 

indication 

Not 

Required 

Not 

Required 

Required • 

3. (B) Hydro- 

Alcohol 

As 

specified 

As 

specified 

Required 

If 

Required 

Required 


*The standard protocol will also include concept of Anupan, Prakriti and Tridosh etc. published by Central Research 
Councils Ayurveda, Siddha, Unani and other Government/Rcsearch Bodies. 

[No. K. 11020/02/2010-DCC (A YUSH)] 
S, JALAJA, Secy. (AYUSH) 

FootNote: The Principal rules were published in the Official Gazette vide notification No. F. 28-10/45-H(I) dated the 
21 si December, 1945 and the last amended vide No. G.S.R. 337(E), dated 15-4-2010. 
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